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SUBJECT: FDA ADVISORY - DEFECTIVE HEART VALVES 
REF: STATE 205330 

1. AS REQUESTED REFTEL, POST CONTACTED CLIMO' S.A., 

39 BLVD. AMBROISE PARE, 69008 LYON TO DETERMINE IF 
FIRM FAMILIAR WITH DETAILS FDA ADVISORY RE. HEART 
VALVES MANUFACTURED BY SHILEY LABORATORIES, INC. 

2. IN A LETTER TO POST DATED SEPTEMBER 10' 1975, MR. 
FRANCIS LOETSCHER, DIRECTOR OF THE CARDIOVASCULAR 
DEPARTMENT OF CLIMO, STATES SHILEY LABORATORIES, INC. 
NOTIFIED HIS FIRM OF THE THREE DEFECTIVE HEART VALVES 
ON JULY 21, 1975. MR. LOETSCHER ALSO STATES THAT ALL 
FRENCH SURGEONS CONCERNED HAVE BEEN ALERTED TO THIS 
DEFECT AND ALL VALVES WHICH COULD BE DEFECTIVE HAVE 
BEEN TAKEN OUT OF CIRCULATION. 

RUSH 


UNCLASSIFIED 


NNN 


Margaret P. Grafeld Declassified/Released US Department of State EO Systematic Review 06 JUL 2006 



Margaret P. Grafeld Declassified/Released US Department of State EO Systematic Review 06 JUL 2006 


Message Attributes 


Automatic Decaptioning: X 
Capture Date: 01 JAN 1994 
Channel Indicators: n/a 
Current Classification: UNCLASSIFIED 

Concepts: MEDICAL EQUIPMENT, RECALL, FOOD & DRUG REGULATIONS 

Control Number: n/a 
Copy: SINGLE 
Draft Date: 12 SEP 1975 
Decaption Date: 01 JAN 1960 
Decaption Note: 

Disposition Action: n/a 
Disposition Approved on Date: 

Disposition Authority: n/a 
Disposition Case Number: n/a 
Disposition Comment: 

Disposition Date: 01 JAN 1960 
Disposition Event: 

Disposition History: n/a 
Disposition Reason: 

Disposition Remarks: 

Document Number: 1975PARIS23542 

Document Source: CORE 

Document Unique ID: 00 

Drafter: n/a 

Enclosure: n/a 

Executive Order: N/A 

Errors: N/A 

Film Number: D75031 7-0528 
From: PARIS 

Handling Restrictions: n/a 
Image Path: 

ISecure: 1 

Legacy Key: Iink1975/newtext/t19750958/aaaabytm.tel 

Line Count: 44 

Locator: TEXT ON-LINE, ON MICROFILM 
Office: ACTION HEW 
Original Classification: UNCLASSIFIED 
Original Handling Restrictions: n/a 
Original Previous Classification: n/a 
Original Previous Handling Restrictions: n/a 
Page Count: 1 

Previous Channel Indicators: n/a 
Previous Classification: n/a 
Previous Handling Restrictions: n/a 
Reference: 75 STATE 205330 
Review Action: RELEASED, APPROVED 
Review Authority: RowellEO 
Review Comment: n/a 
Review Content Flags: 

Review Date: 16 JAN 2003 
Review Event: 

Review Exemptions: n/a 

Review History: RELEASED <16 JAN 2003 by maustmo; APPROVED <30 JAN 2004 by RowellE0> 

Review Markings: 

Margaret P. Grafeld 
Declassified/Released 
US Department of State 
EO Systematic Review 
06 JUL 2006 


Review Media Identifier: 

Review Referrals: n/a 
Review Release Date: n/a 
Review Release Event: n/a 
Review Transfer Date: 

Review Withdrawn Fields: n/a 
Secure: OPEN 
Status: NATIVE 

Subject: FDA ADVISORY - DEFECTIVE HEART VALVES 
TAGS: ETRD, OGEN, TBIO, FR 
To: STATE 
Type: TE 

Markings: Margaret P. Grafeld Declassified/Released US Department of State EO Systematic Review 06 JUL 2006 


Margaret P. Grafeld Declassified/Released US Department of State EO Systematic Review 06 JUL 2006 



